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1 .Applicant's election without traverse of Group I, claims 1-9, 11-17 and 22-25 in 
the reply filed on January 6, 2009 is acknowledged. The additional species has been 
dropped, leaving only product claim 26 as non-elected. 

2.The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 8, 9, 11 -13 and 15-17 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Park et al (see Figs. 6-8 and paragraphs 0144-0149; also see 
paragraph 0158). 

Park et al discloses the basic claimed process for fabricating microneedles 
wherein a substrate material is provided, the substrate is coated with a photoresist, the 
photoresist is patterned photolithographically and the patterned photoresist is 
subsequently coated with a moldable material to make a mold -thereby forming a first 
microneedle structure, ie, instant claim 9 — which is then coated with a subsequent 
molding material to form an additional microneedle structure — ie, instant claim 1 1 . 
Essentially, Park et al fails to explicitly teach that the patterned photoresist material 
would be separated from the substrate as set forth in instant claim 1 . The applied 
reference continues to make molds and molds additional microstructures from the 
patterned photoresist, so it is clear that this resist is structurally sound enough to be 
employed in additional process steps. It is submitted that one of ordinary skill in the art 
would have found it obvious to have removed the patterned photoresist from the 
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substrate to facilitate additional processing on the photoresist. Note that the patterned 
photoresist, whether used as a mold or as a first generation microneedle structure, 
would constitute the instant microneedle structure. Park et al also lacks the aspects of 
using first and second resists, the exact aspect ratios of the microneedles and allowing 
moldable material to harden using a soft lithography procedure as set forth in instant 
claims 9 and 11. It is submitted that these aspects are all well known in the art and 
would have been obvious expedients in the process of Park et al to facilitate the 
formation of the microstructure and dependent on the exact structure desired. Note that 
Park et al applies moldable material and allows it to harden and such would certainly 
render obvious a similar step undertaken as "soft lithography". Grinding or polishing to 
open ends of tubes is well known and such would have been obvious in Park et al to 
form open channels in the microneedles. Also, it is well known to harden tips of 
microneedles by adding reinforcement and such would have been an obvious feature in 
Park et al to facilitate the insertion of the microneedles into the skin. 

S.CIaims 6 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Park et al in view of Smith (see 49 and 50 in Fig. 3). 

Park et al discloses the basic claimed method as set forth in paragraph 2, supra, 
lacking essentially the aspect of etching around the base of the microneedle to create a 
break-away portion. Smith teaches that such is quite well known in the medical art 
when desiring to deliver medication using a needle— the ampoule has such a structure 
so that it can be easily broken. Since the aim of Park et al (see paragraph 0158) is to 
provide medication to the body by inserting the microneedles therein, it would have 
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been obvious to provide such an etched surface to facilitate the breakage of the 
microneedles in the body while the base is withdrawn. 

4. Claims 4, 14 and 23-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Park et al in view of Prausnitz et al -21 1 (see passage bridging 
columns 21 and 22; see col. 8, lines 45+ and col. 16, lines 46-49). 

Park et al discloses the basic claimed method as set forth in paragraph 2, supra, 
the primary reference failing to teach using a sacrificial between the substrate and the 
photoresist (instant claim 4) and applying a metal to the microneedle structure. As set 
forth in previous actions, Prausnitz et al -21 1 teaches a sacrificial layer (col. 21 , line 56) 
and such is quite conventional in the art and an obvious feature in the method of Park et 
al. Prausnitz et al -21 1 also discloses making microneedles conductive by metal 
application and also that sensors would be incorporated into the microneedles. It would 
have been obvious to have modified the method of Park et al as taught by Prausnitz et 
al -21 1 to form a microneedle structure with an electrical— ie, sensor- functionality. 

5. Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

In view of new grounds of rejection, applicant's comments directed to Prausnitz 
et al -21 1 as the primary reference are now moot. Suffice it to say, Park et al is a much 
better primary reference against the claims than Prausnitz et al -21 1 , although the latter 
is applicable against certain dependent claims. What is lacking in Prausnitz et al -21 1— 
the use of the photoresist as a microneedle structure and the use thereof to make other 
molds and microneedle structures— is clearly taught in Park et al. 
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e.Any inquiry concerning tiiis communication or earlier communications from the 
examiner should be directed to Mathieu D. Vargot whose telephone number is 571 272- 
121 1 . The examiner can normally be reached on Mon-Fri from 9 to 6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Christina Johnson, can be reached on 571 272-1 176. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status Information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



M. Vargot 
March 15, 2009 



/Mathieu D. Vargot/ 

Primary Examiner, Art Unit 1791 



